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closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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10)^ The drawing(s) filed on 1/14/2005 is/are: a)^ accepted or b)^ objected to by the Examiner. 
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DETAILED ACTION 
Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.114, including tine fee set 
forth in 37 CFR 1 .17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
04/30/2008 has been entered. 

Response to Amendment 

Examiner acknowledges the reply filed 04/30/2008 in which claims 1 , 7 and 9 
were amended. Currently claims 1-2, and 5-1 1 are pending for examination in this 
application. 

Specification 

The disclosure is objected to because of the following informalities: The 
disclosure cites "Japanese Patent Publication No. 3-54591", this does not appear to a 
valid publication number or reference number. 

Appropriate correction is required. 

Drawings 

The drawings are objected to under 37 CFR 1 .83(a). The drawings must show 
every feature of the invention specified in the claims. Therefore, the amended subject 
matter (claims 1 and 7, 9) reciting the fluid pumps and pump components must be 
shown or the feature(s) canceled from the claim(s) (i.e. no fluid pumps or specific 
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structures are shown via tlie drawings in tlie deliyclration meclianism). No new matter 
should be entered. 

Corrected drawing sheets in compliance with 37 CFR 1.121(d) are required in 
reply to the Office action to avoid abandonment of the application. Any amended 
replacement drawing sheet should include all of the figures appearing on the immediate 
prior version of the sheet, even if only one figure is being amended. The figure or figure 
number of an amended drawing should not be labeled as "amended." If a drawing figure 
is to be canceled, the appropriate figure must be removed from the replacement sheet, 
and where necessary, the remaining figures must be renumbered and appropriate 
changes made to the brief description of the several views of the drawings for 
consistency. Additional replacement sheets may be necessary to show the renumbering 
of the remaining figures. Each drawing sheet submitted after the filing date of an 
application must be labeled in the top margin as either "Replacement Sheet" or "New 
Sheet" pursuant to 37 CFR 1.121(d). If the changes are not accepted by the examiner, 
the applicant will be notified and informed of any required corrective action in the next 
Office action. The objection to the drawings will not be held in abeyance. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
states. 
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Claims 7-1 1 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Jacobsen et al. (USPN5,141,493). Jacobsen et al. discloses a closed circuit peritoneal 
dialysis system. 

Regarding claims 7-1 1 , Jacobsen et al. discloses a peritoneal dialysis system 
(Figures 1A-1B) comprising: a catheter (12) capable of injecting and discharging 
peritoneal dialysate In an abdominal cavity of a patient (patient, Figure 1 A); a peritoneal 
dialysate circuit (primary circuit) external of the patient connected to the catheter (12); 
and a dialyzer provided in the peritoneal dialysate circuit (primary circuit, 1A); said 
dialyzer comprising a hemodialysate circuit (secondary circuit, 1B) connected via a 
hollow fiber membrane (24), characterized in that a means capable (196, 160, 28) of 
measuring a conductive osmotic agent concentration in peritoneal dialysate is provided 
in the peritoneal dialysate circuit on the side of the end at which the catheter (12) is 
connected for removal of water In the peritoneal dialysis circuit (cols 4-5) using 
microprocessor (220) controlled pumps (192, 16, 72) (Figures 1A-1B) with a calculating 
unit (cols 6-7) (Figure 1); and wherein the hemodialysate outflow from the dialyzer will 
be larger since the hemodialysate circuit removes water from the main patient circuit via 
the pump (16, 192) and the pressure valve (36) (col 4, In 55-70). 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the phor art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary sl<ill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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The factual inquiries set fortli in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claims 1-2 and 5-6 are rejected under 35 U.S.C 103(a) as being unpatentable 
over Jacobsen et al. (USPN5,141 ,493) in view of Karoor et al. (US2003/01 05424). 
Jacobsen et al. meets the claim limitations as described above except the multi-pump 
hemodialysate circuit. 

However, Karoor et al. teaches a method and composition for removing toxins in 
dialysis. 

Regarding claims 1-2 and 5-6, Karoor et al. teaches dialysis system (Figure 1) 
comprising: a catheter (24) capable of injecting and discharging fluid in an abdominal 
cavity of a patient (patient, Figure 1A); a primary circuit (10) external of the patient 
connected to the catheter (24); and a dialyzer provided in the primary circuit; said 
dialyzer comprising a hemodialysate circuit (12) connected via a hollow fiber membrane 
(20), the dialyzer system capable of removal of water in the peritoneal dialysis circuit 
([0014]) using a pump (pump near NHS filter) provided in a hemodialysate inflow 
channel to the dialyzer and a pump (lower pump near dialysate bags) provided in a 
hemodialysate outflow channel from the dialyzer, the pumps beinq driven so that a flux 
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in the pump on tlie outflow cliannel side is larger than a flux in the pump on the inflow 
channel side (via the removal of water and toxins from the dialyzer, [0014], Figures 1-7). 

At the time of the invention, it would have been obvious to replace the single 
pump (192) of Jacobsen et al. with the dual pump assembly in order to allow for 
controlled fluid flow and Increased fluid pressure required for removal of larger 
molecules through the dialyzer. The references are analogous in the art and with the 
instant invention; therefore, a combination is proper. Therefore, one skilled in the art 
would have combined the teachings in the references in light of the disclosure of Karoor 
et al. ([0001-0010]). 

Response to Arguments 

Applicant's arguments with respect to claims 1-2 and 5-6 have been considered 
but are moot in view of the new ground(s) of rejection. 

Applicant's arguments filed 04/30/2008 have been fully considered but they are 
not persuasive. Applicant's Representative asserts that prior art reference does not 
disclose the wherein said dehydrating mechanism is one in which an amount of 
hemodialysate outflowing from the dialyzer is made to be larger than an amount of 
hemodialysate inflowing into the dialyzer. 

Examiner has fully considered applicant's arguments but they are not persuasive. 
It is examiners position that given a careful reading, the claims do not distinguish over 
the prior art of record. 

Examiner asserts that the Jacobsen et al. (USPN5,141 ,493) reference does 
disclose the hemodialysate outflow from the dialyzer (24) will be larger since the 
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hemodialysate circuit removes water from the main patient circuit via the pumps (16, 
1 92) and the pressure valve (36) (col 4, In 55-70). 

The prior art of record teaches all elements as claimed and these elements 
satisfy all structural, functional, operational, and spatial limitations currently in the 
claims. Therefore the standing rejections are proper and maintained. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Christopher D. Koharski whose telephone number is 
571-272-7230. The examiner can normally be reached on 5:30am to 2:00pm EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Nick Lucchesi can be reached on 571-272-4977. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Date: 8/21/2008 



Application/Control Number: 10/521,439 
Art Unit: 3763 



Pages 



/Christopher D Koharsl^i/ 
Examiner, Art Unit 3763 

/Nicholas D Lucchesi/ 

Supervisory Patent Examiner, Art Unit 3763 



